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Center for Food Safety and Applied NU- 
trition (HFS&5),‘%‘ood“and Drug Ad- 
ministration, 200 C St. SW., Wash- 
ington, DC 20204, and to the appro- 
priate Food and Drug Admir ii&ration 
district office specified i: ii $5.215. 

[47 FR 17025, Apr. 20. 1982, as amended at 54 
FR 24891, June 12, 1989; 61 FR 14479, Apr. 2, 
1996; 66 FR 17353, Mar. 30,200ll 

PART 1074NFANT Fo RMULA ,_ 

Subpart A-General Provisions 

sec. 
107.3 Definitions. 

title 21, unless otherwise noted. 

150 FR 48186, NOV. 22, 19851 

Subpart B-Labeling 

Subpart B-labeling Q 107.10 Nutriel 

107.10 Nutrient information. 
(a) The label: 

107.20 Directions for USC: 
as defined in se! 

107.30 Exemptions. era1 Food, Drc 
shall bears in the order g 

Subpart C-Exempt Infant Formulas units specified, 

107.50 Terms and conditions. 
the following 
,.he product as 

Subpart D--Nutrient Requirements with label dir6 
sumption: 

107.100 Nutrient specifications. (1) A statem 

Subpart E-Infant Fo+!a Rec_grt!~ 
fluid ounces su 
(in case of foe 

107.200 Food and Drug Administration-re- kilocalorie is r 
_. cih,ttn;:dti. nnA 

nt informatiwL 

ing of infant formulas, 
$ion 2Ol(aa) of the Fed- 
~g, ‘and Cosmetic Act, 

iven, in the 
and in tabular format, 
information regarding 
prepared in accordance.. 
ztions for” ,infant con-, 

lent of the number of- 
pplying IOO kilocalories 
od label statements, a 
‘epresented by’ the word 

quired recall. VL\.IVIIU ,, WI,. 
107.210 Firm-initiated product removals. 
107.220 s&pe and *effect. df~ infant formula 

(2) A statement of the amount of. 
each of the followfng nUtrikn$a,~k- 

recalls. 
107.230 Elements qf an, infant .formU@ re- 

.&i&d by log &ii&~~f~esi‘ 

1 . . l.,, 
,%a,, 
“.“._. 

N”trie& ’ 

107.240 Notification requirements. 
107.250 Termination“of an,infant, formula re- Protein .._.._......_............~ 

CtL.11. 
Fat ,.__...,.._.___.,,,............ 

107.260 Revision of an fnfant foFU>? r,eC+. 
Carbohydrate . . . . . . . . . . . . . . . . . 
water . . . . . . . . . . . . . .._..., . . . .._.. . . . . . . . . . . . . . . Do. 

107.270 Comnliance with this suupart. Linoleic acid ,......,.,....__.................... Milligrams. 

,..... International units. 
%l7.280 Records retention. Vitamins: ,/1 **,...m ,̂ .* j,. ~ 

.. ALITHOFLKTY: 21 U.,S.C..321, 343, 35Oa, 371. 
Utkiin A .._........................: 

SOURCE: 50 FR 1340. Jan. 14, 1985, Unless- 
Vitamin D . . . . . . . . . . . . . . . . . . . . . . . . . . . 
Vitamin E .,...._...,............... :. 

. Do. 
,.. ..~ Do. 

otherwise noted. 
Vitamin K 
Thiamine 
Riboflavin I .-. 

Subpart A-General Prpvi$$$? 

8 107.3 Definitions. 
The following definitions shall apply, 

in addition to the &,fi.n, 
in section 201 0 

Vitamin I3 6 . . . . . . . . . . . . 
Vitamin 8 Iz .__......, 
Niacin . . . . 
Folk acid 

‘“--‘-1L--i 

. ..___........___.__.............. Micrograms. 
(Vitamin B ]) . .._......... Do. 
Witamin B2 .,.......,.,. Do. 

,_,........, * . . . . . DO. 
,.................... , ;; 

.,,,.: _...................... I . . . . . 
(Folacin) _,......._........ . DO. 

i .ranwwt~G aqd ..,.._._...,._........ 00. 
Biotin Do. 

itions contained 
........................................ 

........ x**e ... ..M .. .*. f the’.‘.Ed‘MFd wooa, Vitamin C (Ascorbic acid) ......... Milligrams. 
Choline ..................................... DO. 

, ,1/ /I I>.~/ .‘,, 1 a, 
Drug, and Cosmetic Act &he act): 

..\ > .. ‘inositol ...................................... Do. 

Er~ptjor+iulo. An’ejrempt infant for- Mi”era’s’ Calcium .................................... Milligrams. 
ula intended for mula is an infant form 

oommerci~l ‘or ‘tiiia$tH ..“.. _* ** 
&.&‘b&~t$yd~5,& 

PhOsphorUS .............................. CO. 
_ ‘Magnesium ............................... DO. 

+a -‘I ‘-3. 4 >a~,*‘, *---~,ran 
that is represented @nd%%%d for Use-,, 

...................................... ;. ... Do. 
....... TO_ zinc .......................................... Do. 

..--__-^ _ ,e .............................. t$aograms. by infants who have inborn” errors Of, 
metabolism or low bfrth weight, or v&O . . .._._......___.................. I 00. 
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Nutrients Unit of measurement be declared between iodine and.sodium, ^ 1 e... _m_ , 
., ,. 

Mine .__.....,._.._,...... .._............ :.. / ym;,mn,, 
Drotide’~~:“;*t4v.d-~~ .g;“$~~‘o~&il$ de- 

Sodium ,.,....,._,_,.._.__,..........,...... 
clared nutrient (i) has bet :n identified 

,,,,,,. J .-..._. 
Potassium ___.,,,_._.._...,._.............. DO. as essential by the National Academy 
Chloiide __......._.....,.,.,................ Do. of Sciences through its development of .., ,. _^_,,_._ I I ,. I.. .“;‘.“g,3dc8ea qe~f$+y “ailo.w”~nCe oi. 

(b) In addition the following apply: 
(1) Vitamin A content may also be 

an estimated~ safe. and adequate daily 
ts of dietary intake range, or has been iden- 

ralents, “Yita~ tified as essential by the Pood and 
f micrograms Drug Admimstration through a FED- 

cholecalciferol, vitaniin E content .i,n ERAL REGISTER publidation or estab- 
units of milligram ’ alpha-tocopherol lishment of a U.S,,Recommended Daily 

I; -potassium, 
Allowance, ina (ii) -‘Ii ~i;r;<~-&,g-..yg / 

declared on the label in , uni microgram retin-r:~m-$.+ c “* ,.._ ../ * 

min D content in units o 

equivalents, and sodium 
and chloride content in units of level considered in these publications .:“ie.“s~*d ..*.>illn” “v*m. w,uw..iv jl Ir*‘ ~swr~* . 
millimoles, 

mycs-;rii”d;.&;*.“, ‘$ ‘~wuKilrl- ‘.“.“_I’ as havmg%iolopcal signlficanhe, when 
declarations 

ear iii paren- 
these levels, are known. , . . ,_ . . “_ ,, >_ 

theses immediately following the dec- (Information ColIection requirements were 
larations in International Units for-vi- tamins A, D, and.E,’ anx’.i$$.$$g&qy 

approved‘by the Office of Management‘and 
*‘. ‘B;idget iriidei dontr61 number 0910-0159) 

milli- 

equivalents. When these 
are made they shall app 

following the declarations in +--‘r- 
grams for sodium, potassi an& chlo- 5 107.20 Directjoys fo: p@e. 

ride. 
urn, 

(2) Biotin. choline, and ino$” - --- In addition to the,,applicable labeling 
nlio.1 COIII requirements in parts 10 --l and 105 of .~I 

tent shall be declared,except w rhen they shall 
are not added to &k-b+ 

-21-L ,T-- led iman& ror- 
this chapter, the product label 

, -&>*** L .*>T;, ,. ., _(. bear: 
mulas. 

(3) Each of the listed nutri--‘- ^--A 
I’ itIE the. caloric density, ma: 

Glared on the label 0.e 0th 
as ner 100 milliliters or 

FFe azey. ‘For Preparation and Use 

Ler br 

(a) Under the heading “Directions 
“, directions 

Storage of infant formula 1 before 
has, - been 

age at exces- 
be avoided; 
rant formula 
ner, such as 
1e‘“: 

sive temperatures should 1 

With Iron”, or a similar statem 
the product contains., 1 m!lligr 
more of iron in a quant: 
that supplies 100 kilocalo 
oared in accordance wit ,h la 

%er, bottle, 
ary for pre- 
ISA! 

tions for infant +n3ur 
be?, qrec- ll. _ _... s ., L-, 

nption. 
paring infant formula for 

<. . .31IL1_-_, T-.... 
(ii) The statemen< ~~xqc+tiona~ +-on 

(4) Dilution of infant fi ormula, when 

May Be Necessary”, or a sim~,$~%~~~ 
appropriate. Directions f&l” ‘powdered . 

ment, if the product contains 
infant formula shall contain the weight 

, to be 
1 milligram of iron in a quantity of 

and volume of powdered formula 

product that supplies 100 kilocalories 
reconstituted. 

with label (b) In close proximity to the “Direc- 
tion.’ .,._X I..~ ’ tions for Preparation and when prepared in accordance 

directions for infant consump_-_-. 
Use” a picto- 

(5) Any additional ‘v%&lin may be gram depicting the mafor steps for 
declared at the bottom of the vitamin preparation of that infant& formula, 
list and any additional‘mm&ais may ‘s@h @<for a concentrated formula): 
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rilizrtiom is roc~W. 
JI ptryskfan will Wide i! tt 
not ra&irad. 

if the addition of water is necessary. 
The symbol shall be placed on a white 
background encircled by a dark border. 

(e) A warning statement beneath or 
in close proximity to the “Directions 
For Preparation and Use” that cau- 
tions against improper preparation or 
use of an infant formula, such as “TF~- 
HEALTH OF Ytjtik INFANT Dg 
PENDS ON CAREFULLY F~LLOW%!i~ - 
THE DIRECTIONS- FOR PREPARA- 
TION AND USE”. 

(f) A statement in dicating that par- 
ents should consult their phz rsicians 
about the use of infant fo rmulps, such 
as “USE AS DIRECT ‘ED BY A PHYSJ- ‘ ,, _ 
CIAN”. 

(c) A “Use by )’ date, the blank (COlkdiibn 

to be filled in with the n 
selected by the man 
or distributor of the infs 

showing that the infant 
that date, under the conditions of ban: fant formula, to be so 
dling, storage, preparation, a 
prescribed by label direc 
when consumed, contain not le 
the quantity of each nutrient, as set 
forth on its label: and (2 
of an acceptable quality (e.g., 
through an ordinary bottle nipple1. _-~- appropriate sections oi 

of inforn&tion’ r&quire&ents 
lo&@ and year were approvttd by the O&ice ‘of Management 

ufacturer, packer, 
and Budget (OMB) and.cissigned OMB control 

nt formula on 
number 9910-9159) 

the basis of tests or qther i~fprq$@q B i07.M’ Exemptionb. ,. .,. ic.-..“Y ‘l > ,.,. T,e %A_ _* _ 
formula, until When containers of.ready-to-feed in- __ 

lld at the retail 
,nd use _” I. 

:tions, will: (1) 
level, are contained withina .mult~@i& __, 
package, _ the labels of the individual 

ss than containers shall contain all of the’label information reqdir,a-i;y bgc5i6&-$jyGl~w >, 

!) otherwise be the Federal Food, Drug, and Cosmetic ” .,/,, x, Ac~‘itj;:‘a~~j,~~~~09:‘10 2ffd x($,i2o, and all 
r.. nass 

: iart 101 of this 
Cd) The statement “Add Wa%$’ ..or~~ chapter, except that the labels of the 

yiate. to individual containers, coqtai,ned ,wi.thm -, (‘Do’ Not Add Water”, as appropl.. 
..--a-.. -e d-l..- nri..nir\rJ, Aindqy panel of the outer package shall be exempt 

:ed infant from compliance wit 
ty tp n the ments of section 403 (t 

. the act: and 6610’7.10 (: 
concentrated or ready- 
formulas. In close pro: 
statement “Add Water”, 
as 

U’uy’L 

to-fe 
ximi 
a symoo1 sucn ---- ii-v7 nn Ih\ 

;h the require- 
:)(l) and (i)(2) of 
a) and (b)(2) and 

&d (f), provided that (a) 
_ kag&-fieeti; all the re- 

%; (b) individual quirements of this pal 
containers are securely enclosed within 
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and are not intended to be separated 
from the retail pa&age’ “i‘;der condi- 

May 21, 1986, or on or before the 99th 
day before the first processing of the 

tions of retail sale; and (k) thelabel on /’ infant formula for commercial or char- 
each indivi’duai ‘container in&.&s the 

‘it~ble distrii;tiyn, ‘~~~~~e~~~,.~~~~~~s,,, :,$.i :i i_ <,- $_, _ . _, . 
statement “This ur;it; got I.&&y&.~“p~$ il ,>.,,cwI war*. bh% _. e,. e*, ..x,i;riii*~ /-)_. ,.. 5* /. 

later, the labebet and other’labelmg of Individuai $“fe,; ($. y&..“~y.-*g~yy&~ a*.. t~xytif’$ti~ f6t”kiila, g, _ c”Ntiij16~te quan- 

rht. The ’ ‘titative formulation for the infant for- _..” __I. “. .; than one-sixteenth inch in heig 

infant formula c 

word “Retail” may be used in lieu of or . mula, and ‘a detailed descriptmn of the 
immediately following the word “Indi- 

,: 
me’dical conditions for which, the infant 

vidual” in the statement. formula is represented. FDA -‘Vi ” ‘. ,l,,< I,, r_(_ will re- ._‘-_ ----l_ vi&v the informktion under paragrap~l 
Subpart C-Exempt Infant (d) of this section. 

Formulas (4) To~retain th e exempt status of an 
overed by this para- 
change in ingredients 

es tnat may”‘result inan ad- 
tct on levels of nutrients or 

(b), and avalraalnty of nutrients is ^instituted, 
9 t)lat, . the manufacturer shall submit to,,FDA 

at the address specified in paragraph \ 
inborn Lr!o:-Ff (e)(l) of this section, before the first , ‘I ..^ _( W” ,.,, _--c 

metabolism or 10% brith,weight or who ‘“-” “‘ProCeSsing of the infant formula, the 
otherwise has an unusual medical or label and other IabeJing of tk” G=c-lr+ 

^ mula, a complete quantit: 

cj 107.50 Terms and coqditions. graph, when any 
(a) Terms and con@tions. Sectjon I or Pro!;:; ‘- 

412(f)(l) of the act exempts from the re- verSe r “.L._11_.. 
quirements of section, 412(a), 
(c)(l)(A) of the act infant formu 
are represented and labe&d foj 
an infant who has an i 

dietary problem, if such formiilas Com- tori 
ply with regulations prescribed by the mulation for the infant formula, a W- 
Secretary. The regulations in this sub- tailed description of the reformulation I 
part establish the terms and conditions and the rationale for the, reformula- that & mantia9turer. .,wrn<gc “‘iii”gt. drcr _/._, _. 

tion, a Wimplete description of the ” respect to such infant”~~~o”tiiiIj;i;:“” “,‘., . i ““‘“change in processing, and a detailed de- 
(b) Infant formulas generally available scription of the medjcal conditions for ., . which t-6 iEf.tit formula is ‘gg .“” . ..^ 

at the retail level. (1) These exempt in- 
lie pur- -resented. FDA will .reiriew that infor- ._., _I 

m&ion under par&&h (t-3) nfthis?&“ 
are readily available- ‘to ‘the ‘, publi& 

, (A,$ 

Such formulas are .also typically rep- (5) A manufacturer may deviate from 
resented and labeled for,_use to provide the requirements of paragraph (b)(2) of -r*i ? 

fant formulas can generally 
chased from retail store shed ,- \--I -- ---- --- 

=_.^, , ._ 

dietary management for d1sease.s or this section only with respect to those 
conditions that are not ,clin@ally seri- 
ous or life-threatenmg, ‘even * though 

specific requirements ‘for “.which it sub: 
mits to FDA, at the address specified 

such formu1a.s may also be represented in paragraph (e)(l) of l L*0 -r\n+inn +kn 
and labeled for use in klinically serious medical, nutritional, sclen 
or life-threatening”;f~~~~~~~:- ‘technological rationale (inch 

(2) Except as provided in paragraphs appropriate animal or huma: 
.n infant studies). FDA will review thai &h.. ;;- ” .fic5 1 b”“$er“ p&rggk&ph .,>.>\ _f 

ljjr ‘tiliis tion. / 

3) Infant formulas not generally avail- 
rl 4@(g) of the able at th$ retail lkel: (1) These’exempt 

under section 412(a)(2) of the act, the 
tnt formulas are not generally found 

on retail shelves for general +*m*~=b* 
quality control procedure requirements purchase. Such formulas typically are 
of part 106, and the labeling require- prescribed by a physician, and must be 
ments of subpart B of this part. requested from a pharmacist orBre.disl 

(3) To retain the exempt status of an tributed directly to institutions such 
is para- as hospitals,’ clinics, and State or Fed- 

graph, the manufactdrer,,.sh%l submit era1 agencies. Such formujas are W,+so, to the Food and Dru& Adm~tiist-~~i--~-“. .-“*-:~.-*i*“.~- generally”Yi$resented and labeled so1.e: 
L- ly to provide ~~~~&~y'indni&+'M~nt, for 

(b)(4) and (5) of this section, a 
formula manufacturer shall, 
spect to each formriia “&$z%ed. 
paragraph, comply with the nutrient (( 
requirements of sect@. 
act or of regulations promulgated- infz 

infant formula covered-by th 

lding any 
n clinical 
; informa- 

tu, UI this- sec- - 

(FDA), at the address specified’in~par~ ___---- _ -------- --- 
graph (e)(l) of this section, on or before specific diseases or conditions that are , 
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or more specific infants on a physi- r life-threatening 
mnuired for nro- cian’s request. and generally are L __-__ _ 

longed periods of time. Exempt infant (d) FDA review of exempt status. (1) 
formulas distrib,Uted dVirectly to insti- FDA’s Center for Food Safety and Ap- 
tutions such as hospitals, ‘dlinihs, and 
State or Federal agencies. thafare of 

plied Niitrltion will’ review.infor~mation *-XL” ..c., .“~ 
submitted by infant formula manufac- 

the same formulation as those gen- 
erally available att.he: I 

,~~d&yw‘i;kr. are turers’ under paragraph (b) (3). (b) (4), L.. ~‘b_“-_d,.sl __ ,__ ,,* _” ,,,,, II 

clinically serious 01 

OF(C)(~) of this section. On the basis of 
subject to the requiren 

“&“@. & 6~.h~~‘ 
such review and other information 

graph (b) of this section rather than to 
available to the ige.icy:‘the ~g6~wf+fo,r ..: “,““” I1 ,/ ,, __ _.” 

the requirements oft #his paragraph. Food Safety and Applied 1 Sutrition 
(2) Except as provided fc or in para- 

I an infant 
may impose additional conditions. pn, 

graph (c)(5) of this section for, the quality ,... or modify requirements 
formula manufacturer- shall, wltn re- 

:overed by this 
control procedures, nutrient specifica- 

spect to each,formula c: 
paragraph, comply%%1 

;.. ~+fg.‘iiufrlent tions, or labeling of an infant formula, 

! 412(g) Of the 
or withdraw a product% ‘exempt “status. 

requirements of sectior 
act or of regulations promulgated 

Such determinations will be made by .“” 
the 

under section 412(a)(2) of t he act, and 
Director of the Center for--Food, ,” 

_ _ - Safety and Applied Nutrition. 
the labeling requirements of subpart B (2)(i) If after completing its review of 

%kG-.~ t,he Center of this part. 
(3) Each manufacturer of an .infant, 

all information sub@%---, __._ _ ._~. 

formula covered by this pa - 
for Food Safety and Applied Nutritior 

shall establish quality 
kr%TaPn 

control proce- 
ret‘ “- ‘-- 

concludes that additional or modified quality control, nutrient,- Or” “f;&fiGg .’ .. 
a 

nubrlwlb 
:tion, including 
cha kracte _,-, .+ .‘ . q* 

“3 01 r conk 
for which the formula ise, 
for use. Each manufa~$rer 

repre .__,.. Ai. 

dures designed to ensw w .ve I?-. 
fant formula meets applicable-----‘-‘--’ 

requirements are needed, or that 

requirements of this se( 
any special nutritional 
for the specific disorder 

product’s exempt status ,i,s withdrawn, 
the Center for Food -Safety and A3;i;ii”e”ri 

manufac- 
tion will’~specify 

Leceipt of 
:turer has 

tain records of su@ quail 
nrocedures sufficient t,o per 
health evaluation of ea& LLLL 
tured batch of infant for%?ula gn permit any auih;ri;-.x “f$jy”“*.~ti 

at all reasonable timesto, have‘ to and to copy an,-J v--:C-v ic:-; 

office of 
ad Drugs. 
6% ‘of the 

:ristics yEr-f. Nutrition will so notify the 
!ieiitSi turer and this not%$$ 

snall.‘,GaiKm the reasons therefor. ,Upon I 
(i@.” $-$“l this notification, the manufac 

mit a public 10 working days to have the decisio,n* 
I.. -anufac- reviewed under -310.75 by the 

a iKiliisl, the Commissioner of Food al 
;$&-&. --A determination by the Dire& 
aCCeSS Center for Foqd Safety and Applied Nu- 

pllry ull= &$~g‘ trition that is not appealed becomea 

agraph. final agency decision. 
amnf ~t.nt,ns of an (ii) After a final decision by the 1 

5 para- rector or by the office of the Comm 
submit sioner that a product’s exert 
kgraphs ’ is withdrawn, the manufacturer sh 

comply with the nutrient requirements lllU Ll”““I”AA. .._^^.. - . -. T’n--i*te from of section 412(g) of the y;;;hveLr V;.-Vbli. 
,uI~‘I’ ,c)(2) of tions promulgated am?t1 n 

)ect to those 412(a)(2) of the act, the qualii 
which it, sub- requirements of part 106, and 

za 

referred to in this par: 
(4) To retain the extAL..rW uVuVu 

infant formula covered by thn 
graph, the manufacturer ‘shall 
the information required by para 
(b)(3) and (4) of thG” =&+ifln 

(5) A manufacturer- +~ay UG v 1-1 .onh I 

3i- 
.is- 

tpt status 
all .._- 

on+ nr nf rl3alll~- 

the requirements of paragl 
------In 

this section only with rest 
ty control 

specific requirements fi or v.?--, -,-~,-r; the label- 

mits to FDA, at the address specified -a ‘ing requirements of subpart B of this 
in naragraph (e)(l) of i 

-F. n+ ;his section, the ~raiu. 
medical, nutritional, sCiSnt.ifin. 07 he 

l.ve-v----, -- 
(iii) The compliance date for t: :-i3; --r,..“.+.+ “t 

technological rationale (includine anv withdrawal of a prodi Iub D cnr;rlryu uua- 
appropriate animal qr ,human clinic.al tus or the imposition of addjt!onal or, 
studies). FDA will review that informa- 

-. jl( ,iiC*I-.*Y.. ““&bdifxgd quality control, nutrient, or 
, ,*._.,._. ,_ 

tion under paragaraph (d) of this se !C- labeling ‘-requirements- is 60 calendar 
A.1-.. LJl”U. 

da<$‘a;ft.k g&itig$y6f thl? final deci&& _. ‘7 x ), “‘, .“.+ * 
(6) The requirements of this Yse.G,tio,n, ~~;“sPs~a~edo~~~~~i~~~~ ovided for rea- 

a.nt formula sne- _, ion,, If the agen- )I”- ~, do not apply to an infL--- - 
kllk prepared for’one cy determines that a health- haz cially and individua ard 
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may exist and so notifies the manufac- ministration, 200 C St. SW., Wash- j i ,. i,” ,. .~,.l 
turer, withdrawal of a product’s ex- 

” . j ,<, .j _., .ke c * ..<I( 
ington, DC 2 k!o4. ‘. 

empt status shall be effective on,, the (2) The n manufacturer shall ‘*‘<<dG*iidtify. FDA ii;lien. the Y&F&fa, promptly 
date of receipt of notification’froF8 cturer has 
Director of the Center for Food*+ 1 

p‘;-ct;l;cii;; ., , ~. 

and Applied Nuts%%?? “Additional 

kiid.lga..6 (~~ def&-d ’ ir 
a-~.,_ _A,._ _.-,d. 

or 412(c)@) of the act) that F ,easonably 
modified requirements, or the wit% supports the ~OIK$US~O~ th_at-i zn exempt 
drawal of an exemption, apply Only to infant fc brmula. that has.been processed 
those formulas that are manufactured by the r nanufacturer and $lh: it has’ left * .“,?.~;w” “W.‘O. .,.Sl -” “hx-r.. ,,,. .“.“.Bst;ablishment suljje&.t to ti 

fi~~~~~~‘i” . . . . , , ” . _ _ _ 
after the compliance date. .A postpone- 
ment of the compliance date may be of the manufacturer ma: 

the nutrients required% 
7 nc It provide 

granted for good cause. par agraph 00) 
(3) FDA may decide that withdrawal or (c) of this-section, or whe -” h there- is 

of an exemption is ne’cessary when, on ‘- an exempt infant formula that-may be 
the basis of its review under paragraph otherwise adulterated or misbranded _. ,i 
(d)(l) of this section, it concludes that and’ if so adulterated or misbranded presents a f-k~ 6. &‘.“~~~~~~~$-yqyg~’ ,-;, ., .“’ ,:.. ._ : :_ .; ,: ,. 
quality control procedures are not ade- 
quate to ensure that the formula con- notification shall be made, by ‘t%ez 
tains all required nutrientS,“‘t~~~~~~i-‘-~ “. _^” pho~6,yd& ‘~Kg.“..~yd.cLb~- bf. tlie ahpro- 

ations in nutrient ,levels are not sup- 
ported by generally kc%e”I;te%s?%%?m, 

priate F.DA district ,office specified in 
$5.215 of this chapter. After normal 

nutritional, or medical rationale, or business hours (8 a.m. to 4:30 p.m.), the 
that deviations from subpart B of this __..A( 
part are not necessa$ ‘to “Pfovide aP- 

FDA emergency number, 301443-1240, 
shall be used. The manufacturer sh.all 
send a followup written confirmatibn~~” ’ - propriate directions, for preparation 

and use of the infant formula, or that 
addition& l&&g ‘fi;f^di;$g$i6d is‘~$&’ 

to the Center for Food, Safety and Ap- 
plied Nutrition- (l#S%?$), Food and 

essary. Drug Administration, 200 C St. SW., 
(4) FDA will use the following cri- Washington, DC’ 20204, and- to the ap- 

teria in determining whether devi- propriate FDA district offi,ce specified 
ations from the requirements of this in $5.215. 
subpart are necessary and will ade- 
quately protect the public health: (Information Collection reguirements were 

(i) A deviation from the~,nut~iient”~_e-~, 
approved by the Office of Management and 

quiremepts of section 412(g) of the act 
Budget under control numb?: OL)lO-J$~? 

or of regulati;ns“ ‘~~o’~~~~.gt&- -mder [50 FR 48187. NOV. 22, 1985, as amended at 61 

section 412(a)(2) of the act is necessary FR 14479. Apr. 2, 1996; 66 FR 17358. I&k. 39, 
to provide an infant formula that is ap- 20011 

propriate for the dietary management 
of a specific disease, disorder, or med- Subpart D-NutrierJ R~guirements 

3 107.100 

ical condition; 
(ii) For exempt infant formulas qub- 8 107.100 Nutrient specifications. 

ject to paragraph (b) of this, section, a (a) An infant’ formula shall ~c,optain , 
deviation from the quality control ‘pro- the following. nutrients at a level not 
cedures requirements’of part 106 is net-~ less than the minimum level specified 
essary because of .unusal or diff$ult,- _ 

and not inork ~y~“.Q’..+.~a~~~u”m leVel 
, ,, 

technological problems in manufac: 
s$e~ffr~w&’ fo;i ‘“L;;icE ., “@Q :~i~~~~i,~~~~,-;~~~~-. ,( . 

‘the infant formula in the form. pre- I _ turing the infant ,formula; and 
(iii) A deviation from the labeling re- pared for consumption as ‘direkte’d on 

quirements ofsubpart B of this part is the container: 
necessary because lab.el information, 
including pictograms and symbols re- Max- 

imum 

quired by those regulations, could lead 
Nutrients 

Unit o~metasure- iiFi 

level level 

to inappropriate use of the”product. 
(e) Notification requirements. (1) Infor- Fztei” GEUllS 1.8 4.5 

do 3.3 6.0 
mation required by paragraphs (b) and Percent calories 30 64 

(c) of this section shall be stibmitted to Lindeic acid Milligrams 300 . . . . . . . . 

Center for Food Saiety and”ri’ppl~ed%?’ 
v”.x (is,, /i , 

Percent calories 2.7 . . ,. 

trition (HFS-836),’ ‘F6od ana Drug ‘Ad- 
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Unit of measure- 
Min- Max- rected on the container when its bio- 

Nutrients ment imum imum 
level level 

logical quality is equivalent’to or ‘bet~ 
_ ,,. . . ter than that of casein. If the biologi- 

Vitamins 
cal ?..i5tji ~qyag4~M&~~.+“~*y~ .ilw.~“fti..ti. 

that of casein, the minimum amount of 
Vitamin A International Units 250 750 
Vitamin D do 40 100 

protein shall be increased proportion- 
Vitamin E do 0.7 . . . . . . . . . ately to compensate for its lower bio- 
Vitamin K Micrograms 4 . . . . logical quality. For example, an infant’ 
Thiamine (vitamin 61) do 40 . . . . . . . 
Riboflavin (vitamin 61) do 60 formula containing protein with a. bi?- . . . . . . . . . 
Vitamin Bg do 35 . . . . . . . . . . logical quality of 75 percent of casem 
Vitamin 811 do 0.15 . . . . . . ..I shall contain at least 24 grams of pro- 

do 250 . . . . . . . . . . tein (Lg/d:75). “No $%tein iiiith a bio- 
do 4 . . . . . . 
do 300 

logical quality less than ‘7O”‘percent of .,....... 
do 1.5 . . . . . . . . . . casein shall be used. 

Niacin’ 
Folic acid (foladn) 
Pantothenic acid 
Biotin * ..’ 
Vitamin C (ascorbic 

acid) 
Cholin& 
lnositol2 

Q 107.200 21 CFR Ch, I (4-l-01 Edition) 

Milligrams 6 

I I 

. 150 FR 45108, Oct. 30, 19851 

\, ^_. , ., .“,, (.~.“/I> ,, ,>., e-,,L,l”~..“” *.*/ ,,,, :,, <,. ‘. ..* 13 ,.“- I.._j 
Minerals 

_,r,. ., 

SOURCE: 54 FR 4008, Jan. 27. 1989, unless 
Calcium do 60 . . . . otherwise noted. 

When the Food and Drug Administra- 
tion determines. that. an adu@r$ed,,or 
misbranded infant formula presents a , 
risk to human heayth, a manufacturer 
shall immediately take all ‘a%iSns nec- 

, ~~~ generic te& ..,$;&?? ii;~~~L~~i~~~-(~~~~~ic *-‘“* .+^* “essarjr to recali that formula, extend- ac,d) 
and niacinamide (nicotinamide). 

2 Required only for non-milk-based infant fOmulSS. 
ing to and including the retail level, 
consistent with the requirements of 

In addition to the spe$fications estab- this subpart. 
*agra@h for lished in the table in this pa1 

Tvi~nmina nna minclmli tzhn 

5 

, 1 ucullrxrju WYY .t-3$.“y,~ 1-1, jl _, following -,-,-- 
tlso apply: 

j ” ,. a*, ., 
$ 107$.,lvOatsFim-ini~iated product re- 

. 
Ihj Vit,a.min E shall be nresent at a (a) If a manufacturer has determined . --- ____ - - 

1eG of”at least 
.---.-- 

‘~ $7 International Unit to‘ recall voluntarily from ‘the market ” “’ _ :c’, ~,+XI*, ^~*~“a,~, ~‘iL%~~~~ r,.*w-w a”,., i l’.,.w,“i & ,.~.,,,l,. *s h”, ,.* a,. _ 
of vitamin &per gram of ‘iinoleic a+. an infant formu%?hat’is-not‘subject to I I 

(c) Any vitamin K-added shall be II-I 
. . ,,. .:,_ _,“,” \ arls.“*~ _ * ‘aa ,: ,*i”i / **/ah,_. _^ 

$107.200 but that other!vise piolates the ^-.I-Is- .I_“,< ,... I, ,, __A 
the form of phylloquinone. ‘.‘*j”. -“-” ‘-’ &*“‘* la& and regulations admjnistered by 

I ,. 

(d) Vitamin B.s shall be present at a the Food and. Drug Administration 
level of at least I.5 micrograms of vita- (FDA) and that would be -subject to 
min for each rrram’ of nrotei‘n in ex- legal action, the manufacturer, upon “__““. _- .~~~~ 

grams of nrotein per 100 prompt notification to FDA, shail a( 

nts of this _-. 

determined xx “%, ., cm..* , _ “~ 
n the mar- “, ‘ 

is adulter- 1 -2. ,“, ~~““;;;‘ 
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may, but is not required to, conduct (b) The recalling firm shall devise a 
such market withdrawal consis!33xJt 

__ 
written recall strategy suited to the in- 

with the requirements of tl+‘$ubpart div~~~~~~~‘~~~~~~~~~~ ‘io; cL - -- - 
. . 0, $ 

pertaining to product recalls. 
b’i’c: yltr- 

i&&j; shall ixular reLwll. Ayv AUvu-- -,,Y-,, I. 
t&k& into acc@$. $he’ health paz& evaluation- .&& specff5’ t;~~.~“~~ii-~~~ii~“~.:.. _, _ ‘, ” _ __ .,. 

Th& kxtehi ?& t&e recall: if necessary, 
the nublic”* warnin& ‘to be- given about 

$107.220 Scope and effect of infant 
formula recalls. 

(a) The requirements of this subpart 
apply: 

(1) When the Food and Drug Adminis- 
st it is nec- 
le market a~ 

t is in 

tration has determined thr 
essary to remove from th 
distributed infant”, formula thal jl.,_ 3. ,.,/ il‘la%n^ 
violation of the, lawf 
administered by the Food and Drug Ad- 
ministration and that poses a risk to 

any hazard presented by the infant for- 
mula; the disposition of the recalled.ip- 
fant formula: and the effectiven ess 
checks that will be made,t6 determine 
that the recall is carried out. (c) The rec$iling firm s~~l~:~%%.6~a.‘iy4* _, \ ., .,, I> ,_ ,. 

notify each of its affected direct” ac- 
counts about the recall.,ThS!~fo~~at,‘pf ,,r I 
a recall communication shall j be di,s: 
tinctive, and the content and extent of, r” 

j 

a recall communication shall be c~mi,~ 
mensurate with the hazard o*fythe”in- 

, 
~~-“*~~*~xi,,“., ~ ,, _” _ 

turn the recall infant fern 
manufacturer -or“otherwise ./ /,I. -.xIZ^ .>.l,‘-v”;;. 
it. The reca:llmg firr 

fant formula being recalled and %e~ , 
strategy developed for the recall. The 
recall communication shall in,struct 
consignees to report back quickly to .‘. ” 
the recalling firm about whether they 
are in possession of the recalled infant 
formula and shall include a means of. :~, ,, _,,.. , ,. ..” 
doing so. The recalled commu%%~i~~” 
shall also advise cp@K!ees how, to -^ -.-1 

LW- 
a to the 

n snail se 
lowup recall communication 

i~~$&~.‘op ,,.. ^ 

nd a fol- 
to %Y 

human health; or 
(2) When a manufacturer L%%~d2$$.:,, 

mined that it is necessary to remove 
from the market ‘a’ “@‘tributed infant x1.* _ <4.,/A ;” .-a ,,I 
formula that: 

(i) Is no longer subject to the manu- 
facturer’s control; 

(ii) Is in violation pf the laws and 

(iii) Does not present a numan risk. 

regulations administered by the’ l%% 
and Drug Administration and against 

(b) The Food and Drug Administra- 

which the agency could initiate legal 

tion will monitor con~in~.2~y t+. r:- 

action; and . . or regulatory : 

risk to human health, 
firm shall request th 
ment, at which such 
sold or available for .“,1, l..*~U-“--,.lr .ei**, +hl*“h ;rrw* 

consignee that does not respond to the 
initial recall communic ’ . 

(d) If the infant forr 
the- recalling 

iat each &+Qitih- 
infant formula is “, “.,. ̂ 
sale post at the “- “*~sx;: ‘“,:. 

call action an-d ,will take appropriate 
actions to ensure that”‘the ~v~o~~~iv~ ip;. fant fokmula i; rem&@-.f~~~ijgy$“gj~~~ 

.x 
ket. 

8 107.230 Elements of an infaut for- 
mGla i+Gll: 

x r.:i,*,iri ,” ., _ -a_ 

A recalling firm shall conduct an in: 
fant formula recall with the‘ .‘X <. ;I../,:, 

, . 

_., *,, 

in writing the hazard 

ease, injury, or other advera 
logical effect that has beer 

consequences of the 

firm of the results of~that” $vii( 
the criteria for ‘GGX iG.nX I_“. ,. 1_ 
have been met. au recall corm 



21 CFR Ch. I (4-l-01 Edition) 

Iwing cumu- for a recall under $107.200, the notice to tion, including the follc 
he disnlaved at retail establish] __ ---*.-. ~ ments) latibe info,rmation concernjng the in- .“.._,^i 
directed to consignees, distributors. re- 

fatit’fd”rtitii&ti~t is aeigg recalled: 

tailers, and members of, the-public. (i) Number of &!m&gnees notified of 
and 

FR 1’7358, Mar. 30, 20011 
[54 FR 4008. Jan. 2’7, 1969. as am ended at titi 

(ii) Number of consignees resl ponding 
to the recall com,mun@ tion and quan- . “M. s *.-_ .” 
tity of recalled Infant fo-,.. rmula on harid.1~” _ ,_ ,, ‘. “*“-* ..----- ---- -‘-----..-; __. j ., .(_ ,_,~ 

edge (as defined in sectron 4Mexii) or 
n.t. t,hs time it was received. -- _--- ------ -; 

the Federal Food, Drug, and Cosmetic (iii) Quantity of rb<a%d infant for- 
Act. It,hn a.ctJ1 that reasonabl-- -*-----+* mula returned or corrected. by each 

1 the quantity 

5107.240 Notification requirements. 

(a) Notification of a violative infant for- 
mula. A manufacturer’ shall promptly 
notify the Food and’&@ Administra- 
t.i nn when t,he manufacturer has knowl- ;_r~g;., \“;irr” _< ..&” 

tification,’ including, for 
ant to $107.200 information abc 
notice provided for retail displ 
the request for its display. 

rlat.e n.nd m&l@ c$ nq,- 
a recall pursu- 

3ut the,, _ 
lay and 

_-- - \ --- - - _, , _--... 
the conclusion that an infar 

y aupyu+ lx? 
It formula consignee contacted s w 

that, has been process%icb’y*‘,,, .L.uyy 
&+y”a.~“~~9p * of recalled infant formu!a accounted _ s. j 

,C^X.liO~ for. facturer and that has 1,eft an esbaullau- 
ment subject to the control of tbe:man- _ ‘* ‘+‘( T*-.x (iv) Number and results of effective- 

ufacturer: 
neSS checks ehat were made. 

1-1 . . ---A --___1a- LL-^ -.- . 
~~~~“~~~ 

(v) Estimated timeframes for comple- 
tion of the reca!l. 

__--I-- ..^^ 13) Status reloorts. The ret 
(1) luay nor; proviue kn’: LIU 

quired by section 412(i) of tl 
by regulations promulgated unu~r is’cu- :alling firm 

tion 4%!(i)(2) of the act; or 
-,x;, ---L-+t to the appropriate Food ,3Llla,ll DU Ullll ( 

(2) May be otherwise adulterated ,or allU UI U6 ,,ministration district office -:‘ ’ ,.-.A nn..n *A 

misbranded. 
- ---.ILL_- a wrrtten YLZ -Lotus report on the recall at 

(b) Method of notification. The-notif& 
1 ̂^_A. ~easl, ~~~~~ 14 days until the recall his ^__^ --- 
terminated, The,, status~report shall de- 

~‘*m the steps taken by the recalling cation made pursuant to §107.2401 
shall be made, by telephone, to the Di- scrl ne 
rector of the appropriate Food and firm to carry out the recall since the 

last Drug Administration distri,ct o,fffse,,. Bteps report and the, results of ,these 
annnifind in 65.215 of this chanter After *. ------ lr ---____ __ “.._~. 
normal business hours (8 a.m. to 4:30 
n m \ Pn A ).c em&%-k nu&er. 301- 

[54 FR 4008, Jan. 27, 1989, as amended at 61 
FR 14479, Apr. 2, 1996; 66 FR 17359. Mar. 30, 

. 20011 -- j 
p.““,, * I-- 1 -* -_-- _ ----” _....~ 

443-1240, shall be used. The manUfaC- 
turer shall send written confirmation 
nf the nnt.ifinat.inn ‘t,r;‘ i,hg “&; 

lbmit a rec- 
tion of the .‘$b.d ..,. hTd ,,..,, ., *, I 

xi@. bffice . > r .” . _ .- _ 
:hapter for 
r for Food &“.“~“,“,(tiFK. .: , . ,” rI , 

!&ommenda: 
ration sup- 

tlifi eikall tie~~~~“y . . 

s of receipt 

\___ .- - _ _, , 
tion, 200 C St. SW., ‘W -__--- o .--., 

rrnd t.n the. annrooriate Food and reca 

\“, ---_-- 

caZZ-(1) Telephone report. When a de 
mination is made that an infant mula is to be r&~fl”~;“~~~““ft 

firm shall telephone wi 
the appropriate Food am 
istration district offiye .l----,:.. “_ 
of this chapter and shall prov 
evant information about the infant 
mnla t,hnk ia t,n he mr.a.lle 

ety and Ai- 
of the re‘- 

me 
!--7 

I for 

days after the recall h-as begun, 
calling firm shall proved 
port to the appropriate 1 - I--_ -- -_ _--... ~~~~ 
Administration district office. The re- The agency kill j,. jl,w_ . ..ai...,._. ,.,. i,?,‘“r *,-%, 
port shall contain“ ~~l,~~~~~~,~~~~~~.ma- bon dc it -h~~~..-!~~~~‘~~~~,~~~.~. Irom t (“\,,...,<, **:.,, **c -+s\” “.31%.\- .a “, .16 , “., c’, ,.I. *ir. ‘V I .” , ,., _, ,, 
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FDA’s own audits or from other 8 197.2gp, Fepy+s y?ty$io+-, _ I ‘ .,Paw‘~,‘III”~“y a._, 
sources, demonstratQ$ tha’t*‘t%e recall 
has not been effective.,l”he agen@7 may 
conclude that a recall has not,been,.ef- 
fective if: 

(b) Stocks of the recalled..& 

calling firm. 

Each manufacturer of an infant for- mula shall .make‘ a$‘d ‘.“;;e.gcti~ti m’~,iich, _,.., ; I 

records respecting the‘distribution~‘of 
the infant formula through any estab- 
lishment owned ‘or ‘@rated by such 
manufacturer as ,may be necessary to 
effect and monitor recalls of the for- ,I,_ (* II _; -, , “__,. ,.,, i-“l,- .__ ” 
mula. .-Such ‘records ,shalJ be retamed 

, 
,,” I>. - * __ .,A *. .h/ et, i _.., -p”‘~.,l-^‘*~?ii~*&~ ., 

for at least’1 year after the explratlon 
,.^ I_ L ( 

of the sh%l‘ife of the.infant formula. I, .), ,. _ _ . _ ‘, 
(Collection of information requirements in I .,. L__j ,_ 

[54 FR 4008, Jan. 27. 1989, as amended at 61 this section were approved by the -Office of 
FR 14479, Apr. 2, 1996; 66 FR 17359, Mar. 30. Management a&i Budget under OMB control ____ __^“. 

If after a review of the- reca$ng 
firm’s recall ,strategy or per: iodic- rei” _ (, j., .-... .” 

ports or other monitor&g of’the rkCa~1, 
Subpart A-General Piovisions 

the Food and Drug Administration con: _ 
eludes that the actions of the recalling 

p-“-y; Definitions 
1011 _ ,“,‘_71 ” L ̂,a*., -- firm are deficient, the-agency Shall no- 
I_n 
1~1.5 Determination of the “need -for “a,. per-, 

tify the recalling firm of any’ serious mit. 

deficiency.’ The- agency may require the 
108.6 Revocation of determination of need , ,.. ..4__1 ..,, l”i-,> __ . . ._ I_ 1 

fnr normit. 
firm to: - 

--- c-------- 
108.7 Issuance or d 

(a) Change the extent of the recall, if 10s 
the agency concludes on t.he. basis of 
available data that,th_e depth 1 

6i i,& ‘&.I”. 

call is not adequate in light 01 f the risk 
to human health presented b y the in- 
fant formula. l”LI.IY WYCi 

aTVln+i,? 

,.enial of permit. 
.lO Suspension and reinstatement of per- 
m!t,, I ‘_ 

(b) Carry out additional’effe%ivehess 
checks, if the agency’s audits, , or 0th.er’ 

“~168% Manufacturing; processing, or pack- 
ing &thout a permit, or in violation of a 
permit. 

-^A .F. n_& ablishment of requirements for ex- 
I_ .” ,,,,,,,,n from section 404 of the act. , _, 
;,rha;;;; ‘-~s;-&r~~ Reauiremenyi. and , 

information,. demonstrate that the re-, ---~&&io~~ -ior Exhption From Or 
call has not been ‘effe++e~ 

,otiCinotinmP f.n 

coti~]iiii”n”& ‘~&.q ‘ij”ir’Emijig&cy Per- 
-:* (c) Issue additional LIUcu”I”*Iw ,.,” 

1 .> ii; ”̂ ;;;,t. 1,111 _ , ., 

Acidified foods. 
TI&&LI &&ssina of low-acid f&ds 

.~ I  
- : -  - -  

the firm’s direct acco,unts, II UK ?CG~L- 
W’S audits, or other information dem-. ::i.z ; -_______--_ ~~ 
onstrate that. the,,original notificatio ‘ns 
were not received, or’ were disregarded 

‘packaged in- hermetically sealed con- 

in a significant number of cases. 
tainers. 

AUTHORITY: 21 U.S.C. 342, 344, 3’71. 
5 lO?..;f Compliance with this, z@- SOURCE: 42 FR 14334, Mar. 15, 1977, unless 

. otherwise’note-d. 

means reasonable cal<ulated to meet 
Subpart A-6eneral P@@i,~~s. 

the obligations set fq(lf i?t;h’is~‘“%%‘~~ ” 8 ‘108;s Definitions: 
part E. The recall gtiidanc;“‘;<-ggg‘;~f-- a)‘. .*-,~r(.ru~*~~rSca~,~~~~~~~~ li,, ̂ . :.. .1 “a ,.,** ,,u:_ x,“T < I- Ij* ,,,” -“,**I *^‘,,,: / ,,, ,- , .*,” _.j ;_, - ~‘_ ” ,__ __ ,_, 

c of part 7 of this chapter df: &5fy pro- 
(a) The definitions contained in se:- 

cedures that may be useful to a recr tll- 
tion 201 “of the Federal, Food,,Drug, and 

ing firm in determfning how to comply 
Cosmetic Act are applicable to such 
terms. when used in_-thJs part. 

with these regulations.. (bj Coti&ssioner means the Comm$s- ., ~ _ _., 
154 FR 4008, Jan. 2’7, 1989, as amended at 65 sioner of Food and Drugs. 
FR 56479, Sept. 19, 20601 (c) Act means the Federal Food, 

Drug, and Cosmetic Act, as amended.. 

A recalling firm may satisfy the re- 
quirements ,of ,tMs subpart by any 

--- 


